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HEALTH  SYSTEMS  AGENCY  AND  STATE 
AGENCY  REVIEWS  OF  THE  APPROPRIATE¬ 
NESS  OF  EXISTING  INSTITUTIONAL  HEALTH 
SERVICES  AND  OF  PROPOSED  NEW  INSTITU¬ 
TIONAL  HEALTH  SERVICES 

AGENCY:  Public  Health  Service, 
HEW. 

ACTION:  Notice  of  proposed  rulemak¬ 
ing.  Extension  of  comment  period  and 
corrections  for  a  previously  published 
proposed  rule. 

SUMMARY:  This  Notice  sets  forth 
proposed  regulations  governing  health 
systems  agency  and  State  health  plan¬ 
ning  and  development  agency  reviews 
of  the  appropriateness  of  existing  in¬ 
stitutional  health  services.  These  re¬ 
views  are  required  by  sections  1513(g) 
and  1523(aK6)  of  the  Public  Health 
Service  Act  and  are  intended  to  result 
in  careful  reviews  by  these  agencies  of 
all  existing  institutional  health  ser¬ 
vices.  public  findings  as  to  the  appro¬ 
priateness  of  each  service,  and  recom¬ 
mendations  for  remedial  action  when 
a  service  is  found  inapprpriate. 

In  addition,  the  period  of  public 
comment  is  extended  and  certain  cor¬ 
rections  are  made  for  previously  pub¬ 
lished  Notice  of  Proposed  Rulemaking, 
regarding  HSA  and  State  Agency  re¬ 
views  of  proposed  new  institutional 
health  services  (43  FR  11229-41. 
March  17, 1978). 

DATES:  Comments  regarding  reviews 
of  existing  institutional  health  ser¬ 
vices  for  appropriateness  must  be  re- 
cieved  on  or  before  June  30.  1978.  In 
addition,  the  period  of  public  com¬ 
ment  on  the  Notice  of  Proposed  Rule- 
making  regarding  HSA  and  State 
Agency  reviews  of  proposed  new  insti¬ 
tutional  health  services  (43  FR  11229- 
41,  March  17, 1978)  is  hereby  extended 
to  May  31.  1978. 

ADDRESS:  Written  comments  and 
recommendations  should  be  submitted 
to:  Director.  Office  of  Policy  Coordina¬ 
tion.  Bureau  of  Health  Planning  and 
Resources  Development,  Center  Build¬ 
ing.  Room  6-22,  3700  East-West  High¬ 
way,  Hyattsville,  Md.  20782.  All  mate¬ 
rials  received  in  response  to  this 
Notice  will  be  available  for  public  in¬ 
spection  and  copying  at  the  above  lo¬ 
cation  on  weekdays  (Federal  holidays 
excepted)  between  the  hours  of  9  a.m. 
and  5  p  jn. 

FOR  FURTHER  INFORMATION 
CONTACT. 

Harry  P.  Cain  II,  Ph.  D.,  Director, 
Bureau  of  Health  Planning  and  Re¬ 
sources  Development,  Center  Build- 
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ing.  Room  6-22,  3700  East-West 

Highway.  Hyattsville,  Md.  20782, 

301-436-6850. 

SUPPLEMENTARY  INFORMATION: 
The  National  Health  Planning  and  Re¬ 
sources  Development  Act  of  1974  (Pub. 
L.  93-641,  January  4,  1975)  added  to 
the  Public  Health  Service  Act  (herein¬ 
after  referred  to  as  “the  Act”)  a  new 
Title  XV.  “National  Health  Planning 
and  Development”,  and  a  new  Title 
XVI,  “Health  Resources  Develop¬ 
ment”.  Among  other  things,  the  new 
Title  XV  authorizes  the  Secretary  to 
designate  and  provide  grant  assistance 
to  a  State  health  planning  and  devel¬ 
opment  agency  (State  Agency)  for 
each  State  and  to  a  health  systems 
agency  (HSA)  for  each  health  service 
area  established  pursuant  to  section 
1511  of  the  Act.  Among  the  duties  re¬ 
quired  of  State  Agencies  and  HSA*s  is 
the  periodic  review  of  the  appropriate¬ 
ness  of  all  existing  institutional  health 
services. 

Section  1513(g)  of  the  Act  requires 
that  on  a  periodic  basis  (but  at  least 
every  five  years)  each  HSA  must 
review  all  existing  institutional  health 
services  in  its  health  service  area,  and 
make  recommendations  regarding  the 
appropriateness  of  those  services  to 
the  State  Agency.  This  section  also  re¬ 
quires  that  an  HSA  complete  the  first 
review  of  all  the  existing  institutional 
health  services  within  three  years 
after  the  date  of  its  full  designation 
under  section  1515(c)  of  the  Act.  Sec¬ 
tion  1523(a)(6)  of  the  Act  requires 
each  State  Agency  to  review,  on  a  peri¬ 
odic  basis  (but  not  less  often  than 
every  five  years),  all  existing  institu¬ 
tional  health  services  in  the  State  and, 
after  considering  the  recommenda¬ 
tions  submitted  to  it  by  the  HSA’s  in 
the  State,  to  make  public  findings  as 
to  the  appropriateness  of  the  services. 
Section  1523(bK3)  of  the  Act  further 
requires  State  Agencies  to  complete 
their  findings  with  respect  to  the  ap¬ 
propriateness  at  an  existing  institu¬ 
tional  health  service  within  one  year 
of  the  receipt  of  the  HSA  recommen¬ 
dations.  The  purposes  of  the  proposed 
42  CFR  Part  122,  Subpart  F  and  Part 
123,  Subpart  G,  are  to  set  forth  mini¬ 
mum  procedures  and  criteria  for  HSA 
and  State  Agency  reviews  of  the  ap¬ 
propriateness  of  existing  institutional 
health  services  (hereinafter  referred 
to  as  “appropriateness  reviews”);  to 
describe  the  manner  in  which  these 
procedures  and  criteria  must  be  devel¬ 
oped  and  published;  to  identify  the 
types  of  health  services  subject  to  ap¬ 
propriateness  review;  and  to  establish 
requirements  for  coordination  between 
HSA’s  and  State  Agencies  in  the  con¬ 
duct  of  appropriateness  reviews. 

The  S^retary  wishes  to  note  that 
the  development  of  regulations  for  ap¬ 
propriateness  reviews  posed  unusually 
difficult  problems  due  to  a  number  of 
factors.  Notable  among  these  are:  (1) 


The  wide  divergence  of  views  regard¬ 
ing  the  nature  of  the  function.  (2)  the 
lack  of  specificity  regarding  many  im¬ 
portant  aspects  of  this  fimction  in  the 
Act  and  the  legislative  history,  (3)  the 
absence  of  pertinent  experience  upon 
which  to  base  the  proposed  rules,  (4) 
the  potentially  enromous  agency 
workload  associated  with  the  function, 
and  (5)  the  possible  impact  of  the  re¬ 
views  on  providers  of  services,  and  on 
the  relationships  between  health  plan¬ 
ning  agencies  and  providers.  While 
each  review  function  mandated  by  the 
Act  is  affected  by  some  of  these  fac¬ 
tors,  in  no  other  case  do  so  many 
apply.  Therefore,  in  development  of 
these  rules,  the  Secretary  has  allowed 
considerable  flexibility  in  the  way 
HSA’s  and  State  Agencies  conduct  ap¬ 
propriateness  reviews  and  relate  these 
reviews  to  their  other  health  planning 
responsibilities.  Because  of  the  diffi¬ 
culties  encountered  in  developing 
these  regulations,  the  Secretary 
wishes  to  initiate  broad  public  dia¬ 
logue  on  the  issues  associated  with 
this  fimction. 

In  soliciting  public  comment,  the 
Secretary  wishes  to  draw  attention  to 
certain  aspects  of  the  appropriateness 
review  function  and  the  proposed  reg¬ 
ulations.  While  all  the  reviews  man¬ 
dated  by  the  Act  are  means  for  imple- 
mentating  State  and  local  health 
plans,  appropriateness  review  differs 
in  two  major  respects  from  other  such 
reviews  (e.g.,  certificate  of  need  re¬ 
views).  First,  the  Act  does  not  require 
the  application  of  sanctions  in  cases 
where  a  finding  of  inappropriateness 
has  been  made  by  the  State  Agency. 
Although  publicity  surrounding  find¬ 
ings  of  inappropriateness  could  have 
an  adverse  effect  on  providers,  this  is 
at  most  an  indirect  sanction.  Second, 
appropriateness  review  begins  at  the 
planning  agency’s  initiative  rather 
than  with  an  applicant’s  petition  for 
permission  to  proceed  with  some  activ¬ 
ity;  thus,  the  usual  role  of  the  plan¬ 
ning  agency  relative  to  providers  of 
health  services  is  reversed. 

These  fundamental  differences  are 
reflected  in  the  legislative  history. 
The  record  reveals  an  evolution  of 
“appropriateness  review”  from  an 
oric^al  concept  of  periodic  recertifica¬ 
tion  of  facilities,  to  periodic  determi¬ 
nation  as  to  the  continuing  need  for  a 
service  (with  sanctions  not  required), 
to  the  present  requirement  for  period¬ 
ic  review  of  services  as  to  their  “appro¬ 
priateness.”  The  reasons  for  omission 
of  recertification  authority  included 
concerns  about  the  possible  adverse 
effect  of  appropriateness  review  find¬ 
ings  on  the  outstanding  debts  of 
health  care  facilities  and  on  the  future 
capital  market  for  health  faculties. 
Unfortunately,  the  substitution  of 
“impropriateness  review”  for  reviews 
of  “continued  need”  occurred  so  late 
in  the  legislative  process  that  the 
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record  indicates  what  appropriateness 
review  is  meant  not  to  be,  but  provides 
virtually  no  guidance  regarding  what 
it  is  meant  to  be. 

What  is  clear  is  that  appropriateness 
review  bridges  the  gap  between  plan¬ 
ning  and  regulation,  embracing  ele¬ 
ments  of  both.  For  this  reason  it  is  a 
tool  with  unusual  potential.  It  can  be 
used  as  one  step  in  developing  State 
and  local  health  plans  and  providing 
opportunities  for  specific  and  produc¬ 
tive  cooperative  planning  between  pro¬ 
viders  and  planning  agencies.  It  can 
also  be,  even  without  official  sanc¬ 
tions,  an  effective  regulatory  function. 
In  both  cases,  appropriateness  reviews 
should  be  viewed  as  a  positive  tool  for 
improving  the  local  or  State  health 
care  system,  either  by  highlighting 
areas  of  excess  and  duplication  or  by 
identifying  areas  needing  additional  or 
improved  services. 

These  proposed  regulations  place  on 
the  function  only  those  restrictions 
which  the  Secretary  considers  neces¬ 
sary  to  fulfill  the  statutory  require¬ 
ments  and  to  ensure  an  adequate  level 
of  coordination  between  HSAs  and 
State  Agencies  in  the  performance  of 
the  function.  The  proposed  regula¬ 
tions  do  not  require  an  agency  to  treat 
appropriateness  review  primarily  as 
either  a  regulatory  or  a  planning  func¬ 
tion;  that  determination  is  left  to  the 
agency’s  discretion.  They  do,  however, 
require  the  agency  to  conduct  the 
function  in  a  manner  consistent  with 
its  general  planning  and  resource  de¬ 
velopment  activities,  and  outline  some 
specific  requirements  for  inclusion  in 
the  appropriateness  review  portion  of 
the  agency  work  program.  The  work 
programs  will  be  used  By  the  Secretary 
to  determine  both  the  agency’s  readi¬ 
ness  to  perform  appropriateness  re¬ 
views  in  an  acceptable  manner,  and 
how  it  will  carry  out  the  function  from 
year  to  year. 

Of  particular  concern  to  the  Secre¬ 
tary  is  the  potentially  enormous  work 
load  involved  in  this  function.  While 
there  is  very  little  relevant  experience, 
there  is  little  question  that  the  appro¬ 
priateness  review  function  could  se¬ 
verely  tax  the  resources  of  a  given 
agency  and,  therefore,  weaken  its 
entire  program.  Therefore,  these  regu¬ 
lations  permit  the  gradual  assumption 
of  this  function  in  accordance  with 
agency  capabilities. 

The  Secretary  also  wishes  to  call  at¬ 
tention  to  the  proposed  definition  of 
“appropriateness”  which  has  been  in¬ 
cluded  in  the  regulations  to  give  spe¬ 
cific  definition  to  the  function  and  to 
reduce  confusion  in  the  performance 
of  the  function.  The  definition  re¬ 
quires  that  the  finding  of  appropriate¬ 
ness  be  made  in  accordance  with  the 
criteria  developed  under  §  123.607. 
Further,  these  criteria  focus  on  six 
characteristics  of  services  (availability, 
accessibility,  cost,  continuity,  quality. 


and  acceptability)  which  have  been 
drawn  from  sections  1513(a)  and 
(b)(2)(A)  and  1535(c)  and  (d)  of  the 
Act  where  they  are  cited  as  primary 
concerns  of  the  health  planning  agen¬ 
cies  and  important  aspects  of  the  Sec¬ 
retary’s  reviews  of  the  performance  of 
the  planning  agencies.  Therefore, 
since  the  finding  of  appropriateness  is 
tied  to  these  characteristics  of  services 
which  are  also  contained  in  the  guide¬ 
lines  for  health  systems  plans  and 
State  health  plans,  this  definition  is 
coTisistent  with  the  analytical  frame¬ 
work  contained  in  these  guidelines. 
Consequently,  this  definition  should 
facilitate  utilization  of  these  plans  in 
conducting  appropriateness  reviews 
and  using  the  results  of  appropriate¬ 
ness  reviews  in  the  development  of 
future  plans. 

Particular  attention  is  also  invited  to 
proposed  §  122.503(a).  and  §  123.603(a) 
which  concern  appropriateness  review 
work  programs.  Appropriateness  re¬ 
views  can  result  in  findings  or  recom¬ 
mendations  as  to  the  appropriateness 
of  a  specific  service  in  the  aggregate, 
as  it  is  provided  by  all  institutions  in 
the  area  or  State,  or  can  result  in  find¬ 
ings  or  recommendations  regarding 
the  appropriateness  of  that  service  in 
a  particular  institution.  The  Secretary 
recognizes  that  these  two  levels  of  re¬ 
views  have  different  implications.  Re¬ 
views  which  result  in  institution-spe¬ 
cific  findings  are  likely  to  require  sub¬ 
stantially  more  asency  manpower, 
more  time  (both  for  analysis  of  data 
and  for  consultation  with  providers) 
and.  perhaps,  more  sophisticated  and 
specific  data. 

Therefore,  at  this  time,  the  Secre¬ 
tary  has  chosen  to  require  only  that 
HSAs  and  State  Agencies  perform 
areawide  appropriateness  reviews 
(those  resulting  in  findings  and  recom¬ 
mendations  regarding  the  appropriate¬ 
ness  of  a  service  in  the  aggregate).  The 
conduct  of  institution-specific  reviews, 
therefore,  is  left  to  the  option  of  the 
agencies.  Nevertheless,  the  Secretary 
anticipates  that  the  agencies  will 
phase  in  institution-specific  reviews  as 
they  become  more  proficient  in  appro¬ 
priateness  reviews  and  as  their  re¬ 
sources  permit.  Areawide  reviews  of  all 
existing  institutional  health  services 
must  be  completed  within  3  years  of 
full  designation  for  the  HSAs  and 
within  5  years  of  full  designation  for 
the  State  Agencies,  as  required  by  the 
statute.  The  State  Agency  also  must 
comply  with  the  statutory  require¬ 
ment  to  take  action  within  1  year  of 
its  receipt  of  an  appropriateness 
review  recommendation  from  an  HSA. 
This  approach  will  still  allow  for  suc¬ 
cessively  more  detailed  reviews,  begin¬ 
ning  with  a  screening  effort  to  identify 
services  which  may  be  inappropriate 
and  followed  by  intensive  areawide  re¬ 
views  and.  in  some  cases,  institution- 
specific  review's. 


Another  important  feature  is  the 
degree  of  coordination  between  the 
HSA  and  State  Agency  required  in  the 
conduct  of  appropriateness  reviews. 
Appropriateness  review  follows  the 
basic  approach  of  certificate  of  need 
review— the  HSA  makes  recommenda¬ 
tions  and  the  State  Agency  is  responsi¬ 
ble  for  the  final  findings.  However, 
stronger  provisions  for  coordination 
seem  necessary  for  appropriateness  re¬ 
views  than  were  required  for  certifi¬ 
cate  of  need  reviews,  since  there  is  nei¬ 
ther  a  common  understanding  of  the 
nature  of  appropriateness  review,  nor 
an  application  around  which  State 
Agency  and  HSA  review  activities  nat¬ 
urally  coalesce.  It  is  also  clear  that  the 
appropriateness  review  function 
should  be  performed  in  an  integrated, 
coordinated  and  consistent  manner  so 
that  the  work  of  the  HSAs  and  State 
Agencies  is  complementary.  Therefore, 
the  proposed  regulations  require  that 
the  State  Agency,  after  consultation 
with  the  HSAs  in  the  State  and  with 
the  Statewide  Health  Coordinating 
Council,  establish  definitions  of  ser¬ 
vices  to  be  reviewed,  priorities  among 
those  services  to  be  reviewed,  and 
schedules  for  reviews.  The  Secretary 
has  not  required  that  the  review  pro¬ 
cedures  and  criteria  used  by  the  HSAs 
and  State  Agencies  be  identical,  al¬ 
though  consultation  on  these  matters 
between  the  HSAs,  State  Agencies, 
and  SHCCs  is  required.  The  Secretary 
is  requiring  statewide  coordination  in 
order  to  insure  cooperative  action  by 
the  agencies,  and  to  allow  for  the  de¬ 
velopment  of  statewide  profiles  of 
health  services  and  comparisons 
among  health  service  areas  within  a 
State.  Further,  by  requiring  a  leader¬ 
ship  role  for  the  State  Agency  in  es¬ 
tablishing  the  review  schedules  and 
service  priorities  a  greater  measure  of 
accountability  for  achieving  coordina¬ 
tion  is  possible. 

The  Secretary  has  selected  the  State 
Agency  to  provide  the  necessary  lead¬ 
ership  for  several  reasons.  It  is  the 
.State  Agency  which  is  ultimately  re¬ 
sponsible  for  making  the  findings  re¬ 
garding  the  appropriateness  of  ser¬ 
vices,  and  it  is  important  that  these 
findings  be  based  on  comparable  rec¬ 
ommendations  from  the  HSAs  in  the 
State.  In  addition,  the  State  Agency 
has  the  responsibility  to  recommend 
remedial  action  whenever  a  service  is 
determined  to  be  inappropriate.  Final¬ 
ly,  it  is  the  State  Agency  which  is  re¬ 
quired  under  the  Act  to  obtain  the 
provider  data  needed  for  performance 
of  its  health  planning  responsibilities, 
including  the  appropriateness  review, 
and  these  proposed  regulations  would 
require  that  the  State  Agency  in  turn 
make  that  data  available  to  the  HSA. 
The  Secretary  recognizes  that  the 
Statewide  Health  Coordinating  Coun¬ 
cil  is  an  alternative  location  for  all  or 
part  of  this  coordination  responsibility 
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and  invites  comment  on  the  desirabil¬ 
ity  of  using  the  Statewide  Health  Co¬ 
ordinating  Coxmcil  as  a  mediator  when 
the  State  Agency  and  HSAs  cannot 
agree. 

Although  the  Secretary  has  placed 
the  responsibility  for  establishing  the 
schedule  of  and  priority  for  reviews 
with  the  State  Agency,  he  has  re¬ 
quired  that  there  be  advance  consulta¬ 
tion  with  the  HSAs  and  the  Statewide 
Health  Coordinating  Council.  He  rec¬ 
ognizes  that  this  approach  may  result 
in  some  concern  over  the  pre-emption 
of  local  prerogatives  or  the  possibility 
that  a  leadership  role  for  one  agency 
could  allow  a  relatively  less  advanced 
agency  to  impede  the  progress  of 
others.  In  that  light,  he  is  concerned 
that  the  consultation  process  not  be  a 
pro  forma  process:  the  needs  and  con¬ 
cerns  of  the  HSAs  must  be  addressed 
in  the  determination  of  the  State’s  pri¬ 
orities  and  schedule.  He,  therefore,  ex¬ 
pects  that  the  work  programs  submit¬ 
ted  by  both  the  HSAs  and  the  State 
Agencies  will  reflect  an  adequate  con¬ 
sultation  process  and  he  will  be  moni¬ 
toring  that  process  to  insure  that  this 
expectation  is  met.  The  statutory  em¬ 
phasis  on  the  independence  of  the 
three  organizational  entities  estab¬ 
lished  under  this  Act  is  important  and 
the  sensitive  balance  between  State 
and  local  area  prerogatives  must  be 
maintained. 

The  Secretary  also  wishes  to  note 
that  to  provide  the  agencies  with  con¬ 
siderable  flexibility  in  conducting 
these  reviews,  the  procedural  and  cri- 
teria-related  provisions  of  the  pro¬ 
posed  regulations  generally  repeat  the 
language  in  section  1532  of  the  Act.  In 
two  areas  in  which  the  proposed  regu¬ 
lations  elaborate  on  the  statutory  lan¬ 
guage,  adoption  of  review  procedures 
(§  122.504  and  123.604)  and  exceptions 
to  the  required  procedures  (§  122.506 
and  123.606),  the  agencies  are  to  con¬ 
form  with  the  requirements  of  the 
pertinent  sections  of  the  regulations 
for  reviews  of  new  institutional  health 
services  (including  certificate  of  need 
reviews).  With  respect  to  the  proce¬ 
dures  themselves,  (§§  122.505  and 
123.605),  three  statutory  provisions 
not  applicable  to  appropriateness  re¬ 
views  (sections  1532(b)(4),  (b)(5),  and 
(bKll),  which  concern  the  submission 
of  applications  for  Federal  financial 
assistance,  provider  rep)orts  on  the  de¬ 
velopment  of  proposals  subject  to 
review  and  letters  of  intent  for  con¬ 
struction  projects),  have  been  omitted. 
In  addition,  while  the  Act  requires 
time  limits  for  all  reviews  which,  to 
the  extent  practicable,  do  not  exceed 
90  days,  these  time  periods  seem  insuf¬ 
ficient  for  appropriateness  review;  in 
their  place,  the  Secretary  is  requiring 
that,  to  the  extent  practicable, 
areawide  reviews  take  no  longer  than 
180  days. 

With  respect  to  criteria,  one  statuto¬ 
ry  provision  not  applicable  to  appro¬ 


priateness  review  (section  1532(cK9). 
dealing  with  construction  projects) 
has  been  omitted,  and  the  criterion  re¬ 
ferring  to  the  relationship  of  the 
health  service  being  reviewed  to  the 
applicable  health  systems  plans  and 
annual  implementation  plans  now 
would  include  reference  to  the  State 
health  plan  and  State  medical  facili¬ 
ties  plan.  In  addition,  the  proposed 
regulations  require  that  two  additional 
considerations  be  included  in  the  de¬ 
velopment  of  criteria:  (1)  the  special 
needs  and  circumstances  of  national 
biomedical  and  behavioral  research  ef¬ 
forts,  and  (2)  the  contribution  of  the 
existing  institutional  health  service  in 
meeting  the  health  related  needs  of 
minorities,  women,  and  handicapped 
individuals  residing  in  the  health  serv¬ 
ice  area  in  which  the  service  is  pro¬ 
vided. 

With  regard  to  the  second  of  these 
considerations,  the  Secretary  calls  at¬ 
tention  to  the  Notice  of  Proposed  Ru¬ 
lemaking  regarding  HSA  and  State 
Agency  reviews  of  proposed  new  insti¬ 
tutional  health  services  (43  FR  11229- 
41,  March  17,  1978).  In  addition  to  the 
amendments  proposed  in  that  docu¬ 
ment,  the  Secretary  also  proposes  to 
amend  these  regulations  by  requiring 
that  HSA  and  State  Agency  criteria 
for  review  of  proposed  new  institution¬ 
al  health  services  must  also  include 
consideration  of  the  contribution  of 
the  proposed  services  in  meeting  the 
health  related  needs  of  minorities, 
women,  and  handicapped  individuals 
residing  in  the  health  services  area  in 
which  the  service  will  be  provided. 
Moreover,  the  Secretary  proposes  to 
expand  another  review  consideration 
(§  122.308(a)(3)  and  123.409(aK3))  to 
require  HSAs  and  State  Agencies  to 
consider  not  only  whether  services  to 
be  added  or  expanded  are  needed,  but 
also  whether  a  project  would,  through 
relocation  of  a  health  care  facility  or 
reduction  or  termination  of  existing 
services,  result  in  the  removal  of  ser¬ 
vices  from  a  population  which  is  in 
need  of  them.  Because  of  these 
changes,  the  public  conunent  period 
for  that  Notice  of  Proposed  Rulemak¬ 
ing  is  hereby  extended  to  May  31, 
1978.  A  longer  extension  is  not  needed 
in  this  case  because  these  same  provi¬ 
sions  are  included  in  the  Notice  of  Pro¬ 
posed  Rulemaking  for  health  systems 
agency  reviews  of  certain  proposed 
uses  of  Federal  health  funds  (pub¬ 
lished  in  the  Federal  Register  on 
May  9),  and  the  public  will  have  op¬ 
portunity  to  comment  on  them  in  that 
context  as  well.  Comments  received  on 
these  provisions  will  be  considered  in 
preparing  both  final  regulations. 

In  addition,  an  error  was  made  in 
this  March  17  Notice  of  Proposed  Ru¬ 
lemaking  at  §  122.304,  §  122.309, 

§123.404,  and  §123.410.  These  sec¬ 
tions,  which  deal  with  the  coverage  of 
certificate  of  need  programs  and  re¬ 


quired  findings  for  new  inpatient  fa¬ 
cilities.  had  been  amended  on  April  8, 
1977,  subsequent  to  the  issuance  of 
the  certificate  of  need  regulations  on 
January  21,  1977.  These  April  8,  1977, 
amendments  inadvertently  were  not 
incorporated  into  the  March  17  Notice 
of  Proposed  Rulemaking.  Thus,  that 
Notice  of  Proposed  Rulemaking  reads 
as  if  the  Secretary  were  proposing  to 
revert  to  the  original  January  21, 1977, 
provisions  in  these  sections.  This  was 
not  intended:  rather,  the  April  8,  1977, 
amendments  to  these  regulations  were 
intended  to  be  included  in  the  Notice 
of  Proposed  Rulemaking.  Accordingly, 
the  April  8,  1977,  amendments  are  re¬ 
printed  below  as  a  correction  to  the 
March  17  Notice  of  Proposed  Rule- 
making. 

To  insure  that  the  agencies  obtain 
the  data  needed  to  conduct  appropri¬ 
ateness  reviews,  HSAs  and  State  Agen¬ 
cies  are  required  to  notify  providers  of 
the  tyt>es  of  data  the  agencies  need,  as 
is  the  case  in  the  regulations  for  certif¬ 
icate  of  need.  In  addition,  these  pro¬ 
posed  regulations  mandate  that  State 
Agencies  require  that  providers  submit 
the  data  necessary  to  perform  the  re¬ 
views  to  the  State  Agency  and  to  the 
appropriate  HSAs.  This  latter  require¬ 
ment  will  be  phased  in,  to  allow  suffi¬ 
cient  time  for  the  identification  (and 
later  collection)  of  the  data,  starting 
with  hospitals  and  nursing  homes  in 
the  first  and  second  years,  respective¬ 
ly,  of  the  agency’s  reviews  of  appropri¬ 
ateness.  As  always,  the  agencies  must 
fully  utilize  existing  data  sources 
before  collecting  new  data,  and  their 
data  collection  efforts  should  be  co¬ 
ordinated  with  Cooperative  Health 
Statistic  System  efforts.  In  addition, 
to  avoid  any  duplicative  data  collec¬ 
tion  requirements,  the  Department 
will  coordinate  the  implementation  of 
these  data  provisions  with  that  of  the 
Medicare-Medicaid  Anti-Fraud  and 
Abuse  Amendments  (Pub.  L.  95-142) 
data  requirements. 

The  l^retary  also  calls  attention  to 
the  issue  of  appropriateness  reviews  of 
services  provided  by  health  mainte¬ 
nance  organizations  (HMOs).  The  Sec¬ 
retary  wants  to  insure  that  appropri¬ 
ateness  reviews  of  such  services  do  not 
impair  the  development  of  these  orga¬ 
nizations.  While  Title  XV  of  the  Act 
requires  that  existing  HMO  services  be 
subject  to  appropriateness  reviews,  the 
Secretary  wants  to  insure  that  HMOs 
receive  the  encouragement  and  special 
consideration  Congress  intended  in  en¬ 
acting  Title  XIII  of  the  Act  (“Health 
Maintenance  Organizations’’),  and 
when  it  made  the  development  of 
group  practices  and  HMOs  a  national 
priority  in  section  1502  of  the  Act,  and 
when  it  included  at  section  1532(c)(8) 
of  the  Act  the  requirement  that  their 
special  needs  and  circumstances  be 
considered  in  the  criteria  developed 
for  any  type  of  review.  However,  he 
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also  respects  the  State  and  local  plan¬ 
ning  process  which  calls  upon  health 
planning  agencies  to  assess  the  total 
health  needs  and  resources  of  their 
area  or  State. 

The  Secretary  does  not  anticipate 
that  appropriateness  reviews  of  a  serv¬ 
ice  on  an  areawide  basis  will  have  an 
impact  on  HMOs,  since  findings  and 
recommendations  in  those  reviews  will 
only  address  the  appropriateness  of  a 
ser^ce  as  it  is  delivered  in  the  aggre¬ 
gate  by  all  the  health  institutions  pro¬ 
viding  the  service  in  the  health  service 
area  or  State.  However,  when  they 
conduct  institution-specific  reviews, 
planning  agencies  will  be  making  find¬ 
ings  and  recommendations  regarding 
the  appropriateness  of  a  service  in  in¬ 
dividual  institutions.  It  is  only  in  these 
reviews,  resulting  in  institution-specif¬ 
ic  findings  regarding  appropriateness, 
that  HMOs  could  be  affected  adverse¬ 
ly  by  HSA  and  State  Agency  actions. 

Accordingly,  §  §  122.507  and 
123.607(aK8)  of  these  proposed  regula¬ 
tions  elaborate  on  the  language  of  sec¬ 
tion  1532(c)(8)  of  the  Act  regarding 
the  “special  needs  and  circumstances 
of  heaith  maintenance  organizations 
for  which  assistance  may  be  provided 
under  Title  XIII.”  These  sections  in¬ 
clude  a  limited  set  of  specific  criteria 
which  HSAs  and  State  Agencies  must 
employ  in  any  institution-specific  ap¬ 
propriateness  reviews  of  HMO  services 
and  a  description  of  the  process  to  be 
followed  by  agencies  wishing  to  obtain 
the  Secretary’s  approval  to  use  addi¬ 
tional  criteria. 

Sections  122.508(c)  and  123.608(c)  of 
these  proposed  regulations  provide 
that,  in  an  institution-specific  review 
of  a  service  provided  by  or  through  an 
HMO,  an  HSA  may  not  recommend 
that  a  State  Agency  find  an  institu¬ 
tional  health  service  to  be  inappropri¬ 
ate,  and  a  State  Agency  may  not  find 
that  an  institutional  health  service  is 
inappropriate,  solely  because  there  is 
an  HMO  of  the  same  type  in  the 
health  service  area,  or  solely  because 
the  services  being  reviewed  are  not  dis¬ 
cussed  in  the  applicable  health  sys¬ 
tems  plan,  annual  implementation 
plan.  State  health  plan,  or  State  medi¬ 
cal  facilities  plan. 

Moreover,  §§  122.508(d)  and 
123.608(d)  of  these  proposed  regula¬ 
tions  provide  that  an  HSA  or  State 
Agency  in  conducting  an  institution- 
specific  review,  may  not  find  a  service 
of  an  HMO  which  is  eligible  for  Title 
XIII  assistance  inappropriate  unless  it 
determines  (1)  that  the  service  is  not 
needed  by  the  enrolled  or  reasonably 
anticipated  new  members  of  the  HMO, 
or  (2)  that  the  service  is  available  from 
non-HMO  providers  in  a  reasonable 
and  cost-effective  manner  which  is 
consistent  with  the  basic  method  of 
operation  of  the  HMO,  or  (3)  that  the 
service  is  inappropriate  under  criteria 
based  on  factors  approved  by  the  Sec¬ 
retary. 


Furthermore,  in  the  case  of  an  insti¬ 
tution-specific  review  of  an  existing  in¬ 
stitutional  health  service  which  is  pro¬ 
vided  by  or  through  an  HMO  and 
which  consists  of  (or  includes)  an  inpa¬ 
tient  health  care  facility,  these  pro¬ 
posed  regulations  provide  that,  if  in 
addition  to  making  one  of  the  determi¬ 
nations  listed  in  §§  122.508(d)  and 
123.608(d)  and  discussed  above,  the 
agency  also  determines  that  utilization 
of  the  facility  by  members  of  the 
HMO  does  not  account  for  at  least  75 
percent  of  the  facility’s  annual  inpa¬ 
tient  days,  a  recommendation  or  find¬ 
ing  of  inappropriateness  may  be  made. 

It  should  also  be  noted  that  pro¬ 
posed  amendments  to  regulations  gov¬ 
erning  reviews  of  new  institutional 
health  services  (42  CFR  part  122,  Sub¬ 
part  D,  and  Part  123,  Subpart  E),  re¬ 
cently  published  in  the  Federal  Regis¬ 
ter.  include,  in  addition  to  special  pro¬ 
visions  regarding  criteria  and  review 
findings,  special  procedural  require¬ 
ments  for  reviews  of  HMOs.  These 
provisions  have  not  been  included  in 
these  proposed  regulations  because  re¬ 
views  of  existing  services  are  funda¬ 
mentally  different  from  reviews  of 
proposed  services  and  these  procedural 
requirements  are  either  not  applicable 
or  not  necessary  for  appropriateness 
reviews  of  existing  institutional  health 
services. 

The  Secretary  wishes  to  note  that 
the  importance  of  this  appropriate¬ 
ness  review  function  is  underscored  by 
the  fact  that  the  Congress,  in  its  delib¬ 
erations  of  the  major  health  care  cost 
containment  bills,  is  considering  a 
much  more  significant  role  for  appro¬ 
priateness  reviews  as  a  tool  for  con¬ 
taining  costs.  Appropriateness  reviews 
might,  for  example,  be  used  to  deter¬ 
mine  the  hospital  revenue  base  or  to 
determine  what  exceptions  to  that 
base  might  be  allowed.  In  addition, 
two  versions  of  the  legislation  have 
proposed  that  appropriateness  review 
be  utilized  as  one  factor  in  determin¬ 
ing  each  State’s  overall  capital  ex¬ 
penditure  limit  for  certificate  of  need 
reviews  (and/or  imder  section  1122  of 
the  Social  Security  Act).  Accordingly, 
the  issuance  of  these  regulations, 
which  will  allow  planning  agencies  to 
gain  experience  with  reviews  of  exist¬ 
ing  health  services,  is  timely. 

However,  the  pending  cost  contain¬ 
ment  bills  reflect  the  variance  in  the 
interpretation  of  the  concept  of  appro¬ 
priateness  review.  Some  proposals  for 
cost  containment  legislation  would 
greatly  increase  the  impact  of  appro¬ 
priateness  reviews;  one.  for  example, 
would  require  that  the  sanctions  uti¬ 
lized  in  certificate  of  need  programs  be 
applied  to  existing  institutional  health 
services  which  have  undergone  appro¬ 
priateness  review  and  been  found  inap¬ 
propriate.  This  same  bill  would  also  es¬ 
tablish  a  moratorium  on  certain  capi¬ 
tal  expenditures  from  which  some  ex¬ 


emptions  (e.g.,  for  meeting  life/safety 
standards)  would  be  permitted  if  the 
expenditures  and  the  facilities  which 
are  proposing  them  have  successfully 
undergone  certificate  of  need  and  ap¬ 
propriateness  reviews.  Other  bills 
would  provide  incentives  for  the  clo¬ 
sure  of  facilities  found  to  be  inappro¬ 
priate;  one  would  give  the  Secretary 
authority  to  make  grants  for  retire¬ 
ment  of  the  outstanding  debt  of  insti¬ 
tutions  which  had  discontinued  health 
services  after  a  determination  of  inap¬ 
propriateness.  and  another  would  pro¬ 
vide  for  a  reduction  by  5  percent  of 
the  Federal  reimbursement  under 
•ntles  V,  XVIII,  and  XIX  of  the  Social 
Security  Act  to  hospitals  designated  as 
having  excess  services.  Since  the 
future  role  of  appropriateness  reviews 
is  indeterminate  at  this  time,  the  Sec¬ 
retary  has  attempted  in  these  regula¬ 
tions  to  provide  for  the  establishment 
of  a  comprehensive  review  which  will 
be  feasible  for  the  health  planning 
agencies  to  undertake  in  the  near 
future  and  will  develop  their  capacity 
to  perform  progressively  more  sophis¬ 
ticated  reviews. 

It  is  therefore  proposed  to  amend 
Title  42,  Code  of  Federal  Regulations, 
as  set  forth  below. 

Note.— The  Department  of  Health,  Educa¬ 
tion,  and  Welfare  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  inflation  impact 
statement  under  Executive  Order  11821  and 
OMB  Circular  A-107. 

Dated;  February  9, 1978. 

Julius  B.  Richmond, 
Assistant  Secretary  for  Health. 

Approved:  May  8,  1978, 

Hale  Champion, 

Acting  Secretary. 

PART  122— HEALTH  SYSTEMS  AGENCIES 

1.  Section  122.304  of  Part  122  of 
Title  42,  proposed  at  43  FR  11232. 
March  17, 1978,  is  amended  by  revising 
paragraph  (a)(3)  to  read  as  follows: 

§  122.304  New  institutional  health  services 
subject  to  review. 

(a)  •  •  • 

(3)  A  change  in  the  bed  capacity  of  a 
health  care  facility  or  health  mainte¬ 
nance  organization  which  increased 
the  total  number  of  beds  (or  distrib¬ 
utes  beds  among  various  categories,  or 
relocates  such  beds  from  one  physical 
facility  or  site  to  another)  by  more 
than  10  beds  or  more  than  10  percent 
of  total  bed  capacity  as  defined  by  the 
State,  whichever  is  less,  over  a  2-year 
period. 

•  •  •  *  • 

2.  Section  122.308  of  Part  122  of 
Title  42,  proposed  at  43  FR  11231, 
March  17, 1978,  is  amended  by  revising 
paragraph  (a)(3)  and  by  adding  para¬ 
graph  (a)(13)  to  read  as  follows: 
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§  122.308  Criteria  for  health  systems 
afency  review. 

(a)  •  •  • 

(3)  The  need  that  the  population 
served  or  to  be  served  by  such  services 
has  for  the  services  to  be  offered,  ex¬ 
panded,  reduced,  relocated,  or  elimi¬ 
nated. 

*  •  •  •  • 

(13)  The  contribution  of  the  pro¬ 
posed  new  institutional  health  service 
in  meeting  the  health  related  needs  of 
minorities,  women,  and  handicapped 
individuals  residing  in  the  health  serv¬ 
ice  area  in  which  the  service  will  be 
provided. 

3.  Section  122.309  of  Part  122  of 
Title  42,  proposed  at  43  FR  11235, 
March  17,  1978,  is  revised  to  read  as 
follows: 

§  122.309  Inpatient  facilities;  required 
findings. 

In  the  case  of  any  proposed  new  in¬ 
stitutional  health  service  for  the  pro¬ 
vision  of  health  services  to  inpatients, 
a  health  systems  agency  shall  not  rec¬ 
ommend  that  a  State  grant  a  certifi¬ 
cate  of  need  under  its  certificate  of 
need  program,  or  otherwise  make  a 
finding  that  such  proposed  new  insti¬ 
tutional  health  service  is  needed, 
unless; 

(a)  The  health  systems  agency 
makes  written  findings  as  to; 

(1)  The  efficiency  and  appropriate¬ 
ness  of  the  use  of  existing  inpatient  fa¬ 
cilities  providing  inpatient  services 
similar  to  those  proposed;  and 

(2)  The  capital  and  operating  costs 
(and  their  potential  impact  on  patient 
charges),  efficiency,  and  appropriate¬ 
ness  of  the  proposed  new  institutional 
health  service;  and 

(b)  The  health  systems  agency 
makes  each  of  the  following  findings 
in  writing: 

(1)  That  superior  alternatives  to 
such  inpatient  services  in  terms  of 
cost,  efficiency,  and  appropriateness 
do  not  exist  and  that  the  development 
of  such  alternatives  is  not  practicable; 

(2)  That  in  the  case  of  new  construc¬ 
tion,  alternatives  to  new  construction 
(e.g.,  modernization  or  sharing  ar¬ 
rangements)  have  been  considered  and 
have  been  implemented  to  the  maxi- 
miun  extent  practicable; 

(3)  That  patients  will  experience  se¬ 
rious  problems  in  terms  of  cost,  avail¬ 
ability,  or  accessibility,  or  such  other 
problems  as  may  be  identified  by  the 
reviewing  agency,  in  obtaining  inpa¬ 
tient  care  of  the  type  proposed  in  the 
absence  of  the  proposed  new  service; 
and 

(4)  That  in  the  case  of  a  proposal  for 
the  addition  of  beds  for  the  provision 
of  skilled  nursing  or  intermediate  care, 
the  relationship  of  the  addition  of  the 
plans  of  agencies  of  the  State  respon¬ 
sible  for  providing  and  financing  long¬ 


term  care  (including  home  health  ser¬ 
vices)  has  been  considered. 

(Sec.  215,  58  SUt.  690  (42  U.S.C.  216);  sec. 
1532  of  the  Public  Health  Service  Act.  88 
Stat.  2251-53  (42  U.S.C.  300n-l).) 

4.  Part  122  of  Title  42,  is  proposed  to 
be  amended  by  adding  thereto  a  new 
Subpart  F,  to  read  as  follows: 

Swbport  F — ItooWi  Syttaint  AgmKy  R«vi*w«  Extat- 
inq  InttHiitional  HmIMi  SmvIcm  f*r  Appropriot*- 

IMM 

See 

122.501  Definitions. 

122.502  Purpose  and  applicability. 

122.503  Appropriateness  review  work  pro¬ 
gram. 

122.504  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

122.505  Procedures  for  health  systems 
agency  review. 

122.506  Exceptions  to  use  of  procedures. 

122.507  (Criteria  for  health  systems  agency 
review. 

122.508  Required  recommendations. 

Aothoeity:  Sec.  215  of  the  Public  Health 
Service  Act.  58  Stat.  690  (42  U.S.C.  216);  sec. 
1513  of  the  Public  Health  Service  Act,  88 
Stat.  2235  (42  U.S.C.  3001-2);  sec.  1532  of  the 
Public  Health  Service  Act.  88  Stat.  2251-53 
(42  U.S.C.  300n-l). 

Subpart  F — Hoolth  Syttamt  Agancy  Raviaw*  of 
Existing  Institutional  Hoolth  Sorvicos  for  Ap- 
propriotonoss 

§  122.501  Definitions. 

Terms  used  in  this  subpart  shall 
have  the  meaning  given  them  in  Sub¬ 
parts  A  (Definitions)  and  D  (Proce¬ 
dures  and  Criteria  for  Review  of  New 
Institutional  Health  Services)  of  this 
Part.  In  addition,  as  used  in  this  sub¬ 
part; 

(a)  The  term  “existing  institutional 
health  services”  or  "services”  means 
institutional  health  services: 

(1)  Being  offered  in  the  health  serv¬ 
ice  area  at  the  time  of  review  for  ap¬ 
propriateness,  or 

(2)  Offered  at  any  time  in  the  12 
months  prior  to  the  review  and  also 
planned  to  be  offered  at  any  time  in 
the  12  months  following  the  review. 

(b)  A  finding  of  "appropriateness” 
means  a  finding  that  a  service  meets 
the  needs  of  a  population,  in  accord¬ 
ance  with  the  criteria  developed  and 
published  imder  §  122.507. 

(c)  The  term  “areawide  review” 
means  the  review  of  a  specific  institu¬ 
tional  health  service  as  delivered  by 
all  the  institutions  providing  the  serv¬ 
ice  in  the  health  service  area,  which 
culminates  in  recommendations  re¬ 
garding  the  appropriateness  of  that 
service  over  the  entire  health  service 
area. 

(d)  The  term  "institution-specific 
review”  means  the  review  of  a  specific 
institutional  health  service  as  provided 
by  each  institution  in  the  area  provid¬ 
ing  the  service  which  culminates  in 
recommendations  regarding  the  appro¬ 
priateness  of  that  service  in  each  such 
institution  in  the  area. 


§  122.502  Purpose  and  applicability. 

Section  1513(g)  of  the  Act  requires 
each  health  systems  agency  to  review 
on  a  periodic  basis,  but  at  least  every  5 
years,  all  institutional  health  services 
offered  in  its  health  service  area  and 
to  make  recommendations  to  the  State 
Agency  for  each  State  in  which  any 
part  of  the  health  systems  agency’s 
health  service  area  is  located  respect¬ 
ing  the  appropriateness  in  the  area  of 
such  services  (hereinafter  referred  to 
as  an  appropriateness  review).  Section 
1532(a)  of  the  Act  requires  that  in  per¬ 
forming  its  review  functions  imder  sec¬ 
tion  1513(g)  of  the  Act  or  in  conduct¬ 
ing  any  other  reviews  of  existing 
health  services,  each  health  systems 
agency  shall  follow  procedures  and 
apply  criteria  developed  and  published 
by  the  health  systems  agency  in  ac¬ 
cordance  with  regulations  of  the  Sec¬ 
retary.  This  subpart  sets  forth  mini¬ 
mum  procedures  and  criteria  to  be  uti¬ 
lized  by  health  systems  agencies  in 
conducting  such  reviews  and  the  re¬ 
quirements  respecting  the  assumption, 
conduct,  and  timing  of  the  appropri¬ 
ateness  review  function  by  health  sys¬ 
tems  agencies:  requirements  respect¬ 
ing  the  coordination  with  the  State 
Agency  and  the  Statewide  Health  Co¬ 
ordinating  Council;  and  such  adminis¬ 
trative  steps  as  are  necessary  for  the 
effective  performance  of  the  appropri¬ 
ateness  reviews. 

Note.— Under  42  CFR  122.106(c).  a  health 
systems  agency  may  not  perform  the  appro¬ 
priateness  review  function  during  its  first 
year  of  conditional  designation,  and  may 
not  in  any  event  perform  such  function 
during  its  period  of  conditional  designation 
until  such  agency  has  established  a  health 
systems  plan  and  annual  implementation 
plan  in  accordance  with  sections  1513(b)  (2) 
and  (3)  of  the  Act.  and  the  Secretary  has  in 
writing  authorized  the  agency  to  perform 
such  function. 

§  122.503  Appropriateness  review  work 
program. 

The  work  program  submitted  by 
each  health  systems  agency  in  accord¬ 
ance  with  42  CFR  122.104(a)(3)  or 
(b)(9),  whichever  is  applicable,  shall 
with  respect  to  the  assumption  and 
continuing  performance  of  the  appro¬ 
priateness  review  function; 

(a)  Provide  for  the  development  of 
procedures  and  criteria  to  be  applied 
in  performance  of  appropriateness  re¬ 
views,  in  consultation  with  the 
Statewide  Health  Coordinating  Coun¬ 
cil  and  State  Agency  of  each  State  in 
which  any  part  of  the  health  systems 
agency’s  health  service  area  is  located; 

(b)  Include  an  assurance  that  the 
health  systems  agency  will ‘abide  by 
the  decision  of  the  State  Agency  with 
respect  to  the  definitions  of  services, 
priorities  among  services,  and  the 
schedule  for  reviews  of  such  services; 

(c)  Provide  for  the  establishment  of 
administrative  procedures  governing 
the  transmittal  of  appropriateness 
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review  recommendations  to  the  State 
Agency  in  accordance  with  procedural 
requirements  established  by  the  State 
Agency;  and 

(d)  Provide  for  the  development  of 
plans  for  completing  areawide  appro¬ 
priateness  reviews  of  all  existing  insti¬ 
tutional  health  services  within  3  years 
of  the  date  of  the  health  systems 
agency’s  initial  full  designation  and 
during  each  succeeding  5-year  period. 
Review  schedule  priorities  may  be  es¬ 
tablished,  but  such  review  priority  set¬ 
ting  shall  not  result  in  the  exclusion 
from  review  of  any  existing  institu¬ 
tional  health  service  during  any  appli¬ 
cable  time  period. 

§  122.504  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

The  provisions  of  42  CFR  122.305 
apply  to  the  adoption  and  public 
notice  of  review  procedures  and  crite¬ 
ria  under  this  subpart. 

§  122.505  Procedures  for  health  systems 
agency  review. 

(а)  The  procedures  adopted  and  uti¬ 
lized  by  a  health  systems  agency  con¬ 
ducting  the  reviews  covered  by  this 
subpart  shall  include  at  least  the  fol¬ 
lowing: 

(1)  Written  notification  to  affected 
persons  of  the  beginning  of  a  review. 

(2)  Schedules  for  review  which  pro¬ 
vide  that  no  review  shall,  to  the  extent 
practicable,  take  longer  than  180  days 
from  the  date  of  notification  to  affect¬ 
ed  persons  made  in  accordance  with 
paragraph  (a)(1)  of  this  section  to  the 
date  of  submission  of  the  health  sys¬ 
tems  agency’s  recommendations  to  the 
State  Agency. 

(3)  Provision  for  persons  subject  to  a 
review  to  submit  to  the  health  systems 
agency  such  information  as  the  health 
systems  agency  may  require  concern¬ 
ing  the  subject  of  such  review,  in  such 
form  and  manner  and  containing  such 
information  as  the  health  systems 
agency  shall  prescribe  and  publish. 

(4)  Provision  for  written  findings 
which  state  the  basis  for  any  findings 
made  by  the  health  systems  agency. 

(5)  Notification  of  providers  of 
health  services  and  other  persons  sub¬ 
ject  to  the  health  systems  agency 
review  of  the  status  of  the  health  sys¬ 
tems  agency’s  review  of  the  institu¬ 
tional  health  services,  findings  made 
in  the  course  of  such  review,  and  other 
appropriate  information  respecting 
such  review. 

(б)  Provision  for  public  hearings  in 
the  course  of  the  health  systems 
agency  review  if  requested  by  persons 
directly  affected  by  the  review. 

(7)  Preparation  and  publication  of 
regular  reports  by  the  health  systems 
agency  of  the  reviews  being  conducted 
(including  a  statement  concerning  the 
status  of  each  such  review),  and  of  the 
reviews  completed  by  the  health  sys¬ 
tems  agency  (including  a  general  state¬ 


ment  of  the  findings  made  in  the 
course  of  such  reviews  and  the  recom¬ 
mendations  made  to  the  State  agency) 
since  the  publication  of  the  last  such 
report. 

(8)  Access  by  the  general  public  to 
all  written  materials  pertinent  to  any 
health  systems  agency  review. 

(b)  Procedures  adopted  for  reviews 
in  accordance  with  paragraph  (a)  of 
this  section  may  vary  according  to  the 
type  of  health  service  being  reviewed. 

(c)  The  procedures  adopted  for  re¬ 
views  may  provide  that  the  require¬ 
ments  of  subparagraphs  (1),  (3),  and 
(6)  of  paragraph  (a)  of  this  section 
shall  be  deemed  satisfied  for  any 
health  service  area  within  the  State  if 
the  State  Agency  has  provided  for  a 
corresponding  procedure. 

§  1122.506  Exceptions  to  use  of  proce¬ 
dures. 

A  health  systems  agency  may,  with 
respect  to  any  type  or  group  of  re¬ 
views,  request  from  the  Secretary  an 
exception  to  the  requirement  that  it 
utilize  review  procedures  which  meet 
the  requirements  of  §  122.505.  The  re¬ 
quirements  of  42  CFR  122.307  apply  to 
such  a  request  for  an  exception. 

§  122.507  Criteria  for  health  systems 
agency  review. 

The  provisions  of  42  CFR  123.607 
apply  to  the  adoption  and  utilization 
of  review  criteria  under  this  subpart. 

§  122.508  Required  recommendations. 

(a)  After  completing  its  review  of  an 
existing  institutional  health  service  a 
health  systems  agency  shall  make  rec¬ 
ommendations  respecting  the  appro¬ 
priateness  of  the  service  in  its  health 
service  area  to  the  State  agency  of 
each  State  in  which  all  or  any  part  of 
the  health  systems  agency’s  health 
service  area  is  located. 

(b)  A  health  systems  agency  may  not 
recommend  that  a  State  agency  find 
an  existing  institutional  health  service 
to  be  inappropriate  unless  the  health 
systems  agency  has  stated  in  writing 
that  the  service  has  not  met  one  or 
more  of  the  established  criteria  of  the 
health  systems  agency  and  the  ways  in 
which  the  service  failed  to  meet  the 
criteria,  including  any  that  are  beyond 
the  control  of  the  person(s)  providing 
that  service. 

(c)  A  health  systems  agency,  in  an 
institution-specific  review,  may  not 
recommend  that  an  existing  institu¬ 
tional  health  service  provided  by  or 
through  a  health  maintenance  organi¬ 
zation  be  found  inappropriate  solely 
because  there  is  a  health  maintenance 
organization  of  the  same  type,  as  spec¬ 
ified  in  section  1310(b)  of  the  act,  in 
the  same  health  service  area,  or  solely 
because  the  services  being  reviewed 
are  not  discussed  in  the  applicable 
health  systems  plan,  annual  imple¬ 
mentation  plan.  State  health  plan,  or 
State  medical  facilities  plan. 


(d)  In  the  case  of  an  existing  institu¬ 
tional  health  service  provided  by  or 
through  a  health  maintenance  organi¬ 
zation  for  which  assistance  is  or  may 
be  provided  under  title  XIII  of  the  act, 
a  health  systems  agency  is  an  institu¬ 
tion-specific  review,  shall  not  recom¬ 
mend  that  the  service  be  found  inap¬ 
propriate. 

(1)  Unless  the  health  systems  agency 
determines  that  the  service  is: 

(1)  Not  needed  by  the  enrolled  or 
reasonably  anticipated  new  members 
of  the  health  maintenance  organiza¬ 
tion,  or 

(ii)  Available  from  nonhealth  main¬ 
tenance  organization  providers  in  a 
reasonable  and  cost-effective  manner 
which  is  consistent  with  the  basic 
method  of  operation  of  the  health 
maintenance  organization,  in  accord¬ 
ance  with  §  123.607(a)(8)(ii),  or 

(2)  Unless  the  health  systems  agency 
determines  that  the  service  is  inappro¬ 
priate  under  criteria  based  on  factors 
which  the  Secretary  has  approved  in 
accordance  with  §  123.607(c). 

(e)  In  the  case  of  an  existing  institu¬ 
tional  health  service  which  is  provided 
by  or  through  a  health  maintenance 
organization  for  which  assistance  is  or 
may  be  provided  under  title  XIII  of 
the  act  and  which  consists  of  (or  in¬ 
cludes)  an  inpatient  health  care  facili¬ 
ty,  the  health  systems  agency  in  an  in¬ 
stitution-specific  review,  may  recom¬ 
mend  that  such  service  be  found  inap¬ 
propriate  if,  in  addition  to  making  one 
of  the  determinations  set  forth  in 
paragraph  (d)  of  this  section,  it  deter¬ 
mines  that  utilization  of  the  facility 
by  members  of  the  health  mainte¬ 
nance  organization  does  not  account 
for  at  least  75  percent  of  the  annual 
inpatient  days  of  the  facility. 

(f)  When  a  health  systems  agency 
recommends  to  a  State  agency  that  a 
service  be  found  inappropriate,  the 
health  systems  agency  shall,  to  the 
extent  practicable,  suggest  to  the 
State  agency  a  plan  for  remedial 
action. 


PART  123— STATE  HEALTH  PLANNING  AND 
DEVELOPMENT  AGENQES 

1.  Section  123.404  of  part  123  of  title 
42,  proposed  at  43  FR  11237,  March 
17,  1978,  is  amended  by  revising  para¬ 
graph  (a)(3)  to  read  as  follows: 

§  123.404  New  institutional  health  services 
subject  to  review. 

(a)  •  •  • 

(3)  A  change  in  bed  capacity  of  a 
health  care  facility  or  health  mainte¬ 
nance  organization  which  increases 
the  total  number  of  beds  (or  distrib¬ 
utes  beds  among  various  categories,  or 
relocates  such  beds  from  one  physical 
facility  or  site  to  another)  by  more 
than  10  beds  or  more  than  10  percent 
of  total  bed  capacity  as  defined  by  the 
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State,  whichever  is  less,  over  a  2-year 
period. 

*  •  •  •  • 

2.  Section  122.409  of  part  123  of  title 
42,  proposed  at  43  FR  11240,  March 
17,  1978,  is  amended  by  revising  para¬ 
graph  (aK3)  and  adding  paragraph 

(a)(13)  to  read  as  follows: 

§  123.409  Criteria  for  State  agency  review. 

(a)  •  •  • 

(3)  The  need  that  the  population 
served  or  to  be  served  by  such  services 
has  for  the  services  to  be  offered,  ex¬ 
panded,  reduced,  relocated,  or  elimi¬ 
nated. 

•  •  •  *  • 

(13)  the  contribution  of  the  pro¬ 
posed  new  institutional  health  service 
in  meeting  the  health  related  needs  of 
minorities,  women,  and  handicapped 
individuals  residing  in  the  health  serv¬ 
ice  area  in  which  the  service  will  be 
provided. 

3.  Section  123.410  of  part  123  of  title 
42,  proposed  at  43  FR  11240,  March 
17, 1978,  is  revised  to  read  as  follows: 

§  123.410  Inpatient  facilities,  required 
findings. 

In  the  case  of  any  proposed  new  in¬ 
stitutional  health  service  for  the  pro¬ 
vision  of  health  services  to  inpatients, 
a  State  agency  shall  not  grant  a  certif¬ 
icate  of  need  imder  its  certificate  of 
need  program,  or  otherwise  make  a 
finding  that  such  proposed  new  insti¬ 
tutional  health  service  is  needed, 
unless: 

(a)  The  State  agency  makes  written 
findings  as  to: 

(1)  The  efficiency  and  appropriate¬ 
ness  of  the  use  of  existing  inpatient  fa¬ 
cilities  providing  inpatient  services 
similar  to  those  propo^;  and 

(2)  The  capital  and  operating  costs 
(and  their  potential  impact  on  patient 
charges),  efficiency,  and  appropriate¬ 
ness  of  the  proposed  new  institutional 
health  service;  and 

(b)  The  State  agency  makes  each  of 
the  following  findings  in  writing: 

(1)  That  superior  alternatives  to 
such  inpatient  services  in  terms  of 
cost,  efficiency,  and  appropriateness 
do  not  exist  and  that  the  development 
of  such  alternatives  is  not  practicable; 

(2)  That  in  the  case  of  new  construc¬ 
tion.  alternatives  to  new  construction 
(e.g.,  modernization  or  sharing  ar¬ 
rangements)  have  been  considered  and 
have  been  implemented  to  the  maxi¬ 
mum  extent  practicable; 

(3)  That  patients  will  experience  se¬ 
rious  problems  in  terms  of  costs,  avail¬ 
ability,  or  accessibility,  or  such  other 
problrais  as  may  be  identified  by  the 
reviewing  agency,  in  obtaining  inpa¬ 
tient  care  of  the  type  proposed  in  the 
absence  of  the  proposed  new  service; 
and 


(4)  That  in  the  case  of  a  proposal  for 
the  addition  of  beds  for  the  provision 
of  skilled  nursing  or  intermediate  care 
the  relationship  of  the  addition  to  the 
plans  of  other  agencies  of  the  State  re¬ 
sponsible  for  providing  and  financing 
long-term  care  (including  home  health 
services)  has  been  considered. 

(Sec.  215,  58  Stat.  690  (42  n.S.C.  216);  secs. 
1523,  1532  of  the  Public  Health  Service  Act. 
88  Stat.  2246,  2251.) 

4.  Part  123  of  Title  42,  is  proposed  to 
be  amended  by  adding  thereto  a  new 
Subpart  G.  to  read  as  follows: 

S<ib|Mii1  6— Stat*  Agency  R*vi*w«  of  Exitting 
Intatitational  HooHh  Soivic*i  for  Appropriotanot* 

See 

123.601  Definitions. 

123.602  Purpose  and  applicability. 

123.603  Appropriateness  review  work  pro¬ 
gram. 

123.604  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

123.605  Procedures  for  State  agency 
review. 

123.606  Exceptions  to  use  of  procedures. 

123.607  Criteria  for  State  agency  review. 

123.608  Required  findings. 

Authority:  Sec.  215  of  the  Public  Health 
Service  Act,  58  Stat.  690  (42  U.S.C.  216);  sec. 
1523  of  the  Public  Health  Service  Act.  88 
Stat.  2246  (42  U.S.C.  300m-2):  sec.  1532  of 
the  Public  Health  Service  Act.  88  Stat. 
2251-53  (42  U.S.C.  300n-l). 

Subpart  6 — Stat*  Agency  Raviaw*  of  Existing 
Institutional  Hoalth  Sorvicas  for 
Appropriotonoss 

§  123.601  Definitions. 

Terms  used  in  this  subpart  shall 
have  the  meaning  given  them  in  sub¬ 
parts  A  (definitions)  and  E  (certifi(»te 
of  need  and  review  of  new  institutional 
health  services)  of  this  part.  In  addi¬ 
tion,  as  used  in  this  subpart: 

(a)  The  term  “existing  institutional 
health  services”  or  “services”  means 
institutional  health  services: 

(1)  Being  offered  in  the  State  at  the 
time  of  review  for  appropriateness,  or 

(2)  Offered  at  any  time  in  the  12 
months  prior  to  the  review  and  also 
planned  to  be  offered  at  any  time  in 
the  12  months  following  the  review. 

(b)  A  finding  of  “appropriateness” 
means  a  finding  that  the  service  meets 
the  needs  of  a  population  in  accord¬ 
ance  with  the  criteria  developed  and 
published  under  §  123.607. 

(c)  The  term  “areawide  review” 
means  the  review  of  a  specific  institu¬ 
tional  health  service  as  delivered  by 
all  the  institutions  providing  the  serv¬ 
ice  in  a  health  service  area  or  State 
which  culminates  in  findings  regard¬ 
ing  the  s4>propriateness  of  that  service 
over  the  entire  health  service  area  or 
State. 

(d)  The  term  “institution-specific 
review”  means  the  review  of  a  specific 
insititutional  health  service  as  pro¬ 
vided  by  each  institution  in  a  health 
service  area  or  State  which  culminates 


in  findings  and  recommendations  re¬ 
garding  the  appropriateness  of  that 
service  in  each  such  institution. 

§  123.602  Purpose  and  applicability. 

Section  1523(a)(6)  of  the  act  requires 
each  State  health  planning  and  devel¬ 
opment  agency  to  review  on  a  periodic 
basis  (but  not  less  often  than  every  5 
years)  all  institutional  health  services 
being  offered  in  the  State  (hereinafter 
referred  to  as  an  appropriateness 
review)  and,  after  consideration  of  the 
recommendations  submitted  by  health 
systems  agencies  under  section  1513(g) 
of  the  act  and  42  CFR  Part  122,  Sub¬ 
part  F,  to  make  public  its  findings  as 
to  the  appropriateness  of  such  ser¬ 
vices.  Section  1523(bK3)  of  the  act  re¬ 
quires  the  State  agency  to  complete  Its 
findings  as  to  the  appropriateness  of 
any  existing  insitutional  health  service 
within  one  year  after  the  date  a 
health  systems  agency  has  made  its 
recommendation  with  respect  to  the 
appropriateness  of  the  service  under 
section  1513(g)  of  the  act  and  42  CFR 
Part  122,  Subpart  F.  Section  1532(a)  of 
the  act  requires  that  in  performing  its 
review  functions  luider  section  1523  of 
the  act  (which  includes  reviews  con¬ 
ducted  under  section  1523(a)(6)),  each 
State  agency  shall  (except  to  the 
extent  approved  by  the  Secretary) 
follow  pr(x;edures  and  apply  criteria 
develop^  and  published  by  the  State 
agency  in  accordance  with  regulations 
of  the  Secretary.  This  subpart  sets 
forth  minimum  procedures  and  crite¬ 
ria  to  be  utilized  by  State  agencies  in 
conducting  such  reviews;  requirements 
respecting  the  assumption,  conduct, 
and  timing  of  the  appropriateness 
review  function;  requirements  respect¬ 
ing  the  coordination  with  health  sys¬ 
tems  agencies  and  statewide  health  co¬ 
ordinating  councils  and  such  adminis¬ 
trative  steps  as  are  necessary  for  the 
effective  performance  of  appropriate¬ 
ness  reviews. 

§  123.603  Appropriateness  review  work 
program. 

Each  State  agency  must  develop  and 
submit  to  the  Secretary  a  work  pro¬ 
gram  for  the  orderly  assumption  and/ 
or  continued  performance  of  appropri¬ 
ateness  reviews.  This  work  program 
will  be  used  in  the  Secretary’s  determi¬ 
nation  of  the  State  agency’s  capability 
of  assuming  and  performing  the  ap¬ 
propriateness  review  function  in  a  sat¬ 
isfactory  manner  as  required  by  sec¬ 
tions  1521(b)(1)  (B),  (BK2)(A).  and 
(BK4)  of  the  act,  and  shall  provMe  for: 

(a)  The  development  of  the  review 
procedures  and  criteria  to  be  applied 
in  the  performance  of  appropriateness 
reviews,  in  consultation  with  the 
statewide  health  coordinating  council 
and  all  the  health  systems  agencies  in 
the  State,  and  the  State  agency(s)  and 
statewide  health  coordinating 
council(s)  of  any  contiguous  State(s) 
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where  a  health  service  area  is  shared 
by  both  States. 

(b)  The  establishment  of  the  defini¬ 
tions  of  services  to  be  reviewed,  prior¬ 
ities  among  services,  and  the  schedule 
for  reviews  of  such  services,  after  con¬ 
sultation  with  the  statewide  health  co¬ 
ordinating  council  and  all  the  health 
systems  agencies  in  the  State,  and  the 
State  agency(s)  and  statewide  health 
coordinating  council(s)  of  any  contigu¬ 
ous  States  where  a  health  service  area 
is  shared  by  both  States.  In  establish¬ 
ment  of  these  definitions,  priorities, 
and  schedules,  the  State  agency  must 
take  into  account  the  statutory  time 
limits  applicable  to  appropriateness  re¬ 
views  by  health  systems  agencies. 

(c)  The  establishment'  of  require¬ 
ments  for  submission  by  providers  of 
data  to  be  used  in  performance  of  ap¬ 
propriateness  reviews  to  the  State 
agency  and  to  the  health  systems 
agencies,  after  consultation  with  the 
statewide  health  coordinating  council 
and  all  the  health  systems  agencies  in 
the  State,  and  the  State  agency(s)  and 
statewide  health  coordinating 
council(s)  of  any  contiguous  States 
where  a  health  service  area  is  shared 
by  both  States.  At  a  minimum,  the 
State  agency  shall  establish  such  data 
requirements  for  hospitals  and  nurs¬ 
ing  homes  during  the  first  and  second 
years,  respectively,  of  its  reviews  of  ap¬ 
propriateness. 

(d)  Plans  for  initiating  appropriate¬ 
ness  reviews: 

(1)  No  later  than  6  months  after  the 
effective  date  of  these  regulations  if: 
(i)  The  State  agency  is  fully  designat¬ 
ed  prior  to  the  date  of  publication  of 
these  regulations,  or  (ii)  the  State 
agency  is  conditionally  designated  and 
the  Secretary  has  determined  that  the 
State  agency  is  capable  of  performing 
appropriateness  reviews  (see  42  CFR 
123.105)  prior  to  the  effective  date  of 
these  regulations:  or 

(2)  In  the  case  of  a  State  agency  not 
covered  by  subparagraph  (1)  of  this 
paragraph,  no  later  than  6  months 
after:  (i)  The  date  of  full  designation, 
or  (ii)  the  date  the  Secretary  deter¬ 
mines  that  the  State  agency,  although 
conditionally  designated,  is  capable  of 
performing  appropriateness  reviews, 
whichever  is  earlier. 

(e)  Plans  for  completing  areawide  re¬ 
views  of  all  existing  institutional 
health  services  within  5  years  of  the 
date  of  the  State  agency’s  initial  full 
designation  and  during  each  succeed¬ 
ing  5-year  period,  but  in  any  event 
within  1  year  of  receipt  of  an  appro¬ 
priate  health  system  agency  recom¬ 
mendation.  Review  schedule  priorities 
may  be  established,  but  such  review 
priority  setting  shall  not  result  in  the 
exclusion  from  review  of  any  existing 
institutional  health  service  during  any 
applicable  time  period. 


§  123.604  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

The  provisions  of  42  CFR  123.406 
apply  to  the  adoption  and  public 
notice  of  review  procedures  and  crite¬ 
ria  under  this  subpart. 

§123.605  Procedures  for  State  agency 
review. 

(а)  The  procedures  adopted  and  uti¬ 
lized  by  a  State  agency  for  conducting 
the  reviews  covered  by  this  subpart 
shall  include  at  least  the  following: 

(1)  Written  notification  to  affected 
persons  of  the  beginning  of  a  review. 

(2)  Schedules  for  review  which  pro¬ 
vide  that  no  review  shall,  to  the  extent 
practicable,  take  longer  than  180  days 
from  the  date  of  notification  to  affect¬ 
ed  persons  made  in  accordance  with 
paragraph  (a)(1)  of  this  section  to  the 
date  of  the  written  findings  made  in 
accordance  with  paragraph  (a)(4)  of 
this  section. 

(3)  Provision  for  persons  subject  to  a 
review  to  submit  to  the  State  agency 
such  information  as  the  State  agency 
may  require  in  accordance  with  their 
work  program  under  §  123.603(c)  con¬ 
cerning  the  subject  of  such  review,  in 
such  form  and  manner  and  containing 
such  information  as  the  State  agency 
shall  prescribe  and  publish. 

(4)  Provisions  for  written  findings 
which  state  the  basis  for  any  findings 
made  by  the  State  agency. 

(5)  Notification  of  providers  of 
health  services  and  other  persons  sub¬ 
ject  to  the  State  agency  review  of  the 
status  of  the  State  agency’s  review  of 
the  institutional  health  services,  find¬ 
ings  made  in  the  course  of  such 
review,  and  other  appropriate  infor¬ 
mation  respecting  such  review. 

(б)  Provision  for  (i)  public  hearings 
in  the  course  of  the  State  agency 
review  if  requested  by  persons  directly 
affected  by  the  review;  and  for  (ii) 
public  hearings,  for  good  cause  shown, 
respecting  the  State  agency  finding. 

(*7)  Preparation  and  publication  of 
regular  reports  by  the  State  agency  of 
the  reviews  being  conducted  (including 
a  statement  concerning  the  status  of 
each  such  review),  and  of  the  reviews 
completed  by  the  State  agency  (in¬ 
cluding  a  general  statement  of  the 
findings  made  in  the  course  of  such  re¬ 
views)  since  the  publication  of  the  last 
such  report. 

(8)  Access  by  the  general  public  to 
all  written  materials  pertinent  to  any 
State  agency  review. 

(9)  Provision  that  if  the  State 
agency  makes  a  finding  regarding  the 
appropriateness  of  an  existing  insitu- 
tional  health  service  which  is  incon¬ 
sistent  with  a  recommendation  made 
with  respect  thereto  by  the  health  sys¬ 
tems  agency  making  such  recommen¬ 
dation  pursuant  to  42  CFR  122.508:  (1) 
such  finding  (and  the  record  upon 
which  it  was  made)  shall,  upon  request 
of  the  health  systems  agency,  be  re¬ 


viewed,  under  an  appeals  mechanism 
consistent  with  State  law  governing 
the  practices  and  procedures  of  admin¬ 
istrative  agencies,  by  an  agency  of  the 
State  (other  than  the  State  health 
planning  and  development  agency) 
designated  by  the  Governor,  and  (ii) 
the  finding  of  the  reviewing  agency 
shall  be  considered  the  final  finding  of 
the  State  agency. 

(10)  If  a  State  agency  (or  a  reviewing 
agency,  under  paragraph  (a)(9)  of  this 
section)  makes  a  finding  regarding  an 
existing  institutional  health  service 
which  the  State  agency  determines  is 
not  consistent  with  the  goals  of  the 
applicable  health  systems  plan  (estab¬ 
lished  under  section  1513(b)(2)  of  the 
act)  or  the  priorities  of  the  applicable 
annual  implementation  plan  (estab¬ 
lished  under  section  1513(b)(3)  of  the 
act,  the  State  agency  (or  the  reviewing 
agency,  as  appropriate)  shall  submit  to 
the  appropriate  health  systems  agency 
a  detailed  statement  of  the  reasons  for 
the  inconsistency. 

(b)  Procedures  adopted  for  reviews 
in  accordance  with  paragraph  (a)  of 
this  section  may  vary  according  to  the 
type  of  health  service  being  reviewed. 

(c)  The  procedures  adopted  for  re¬ 
views  may  provide  that  the  require¬ 
ments  of  subparagraphs  (1).  (3),  and 
(6)(i)  of  paragraph  (a)  of  this  section 
shall  be  deemed  satisfied  for  any 
health  service  area  within  the  State  if 
the  health  systems  agency  has  pro¬ 
vided  for  a  corresponding  procedure. 

§  123.606  Exceptions  to  use  of  procedures. 

A  State  agency  may,  with  respect  to 
any  type  or  group  of  reviews,  request 
from  the  Secretary  an  exception  to 
the  requirement  that  it  utilize  review 
procedures  which  meet  the  require¬ 
ments  of  §  123.605.  The  requirements 
of  42  CFR  123.408  apply  to  such  a  re¬ 
quest  for  an  exception. 

§  123.607  Criteria  for  State  agency  review. 

(a)  The  State  agency  shall  adopt, 
and  utilize  as  appropriate,  specific  cri¬ 
teria  for  conducting  the  reviews  cov¬ 
ered  by  this  subpart.  These  criteria 
shall  relate  to  availability,  accessibil¬ 
ity,  acceptability,  continuity,  cost,  and 
quality  and  shall  include  at  least  the 
general  considerations  listed  below, 
but  in  the  case  of  institution-specific 
reviews  of  health  maintenance  organi¬ 
zations  for  ’which  assistance  may  be 
provided  under  title  XIII,  the  consid¬ 
erations  shall  be  limited  to  those  set 
forth  in  subparagraph  (8)  of  this  par- 
graph. 

(1)  The  relationship  of  the  health 
services  being  reviewed  to  the  applica¬ 
ble  health  systems  plans  and  annual 
implementation  plans.  State  health 
plan  (or  preliminary  State  health  plan 
prior  to  adoption  of  the  State  health 
plan)  and  State  medical  facilities  plan 
adopted  pursuant  to  sections 
1513(b)(2),  1513(b)(3),  1524(c)(2),  and 
1602(a).  respectively,  of  the  act. 
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(2)  The  relationship  of  the  services 
reviewed  to  the  long-range  develop¬ 
ment  plan  (if  any)  of  the  person  pro¬ 
viding  such  services. 

(3)  The  need  that  the  population 
served  by  such  services  has  for  such 
services. 

(4)  The  availability  of  less  costly  or 
more  effective  alternative  methods  of 
providing  such  services. 

(5)  The  relationship  of  the  services 
reviewed  to  the  existing  health  care 
system  of  the  area  in  which  such  ser¬ 
vices  are  provided. 

(6)  The  availability  of  resources  (in¬ 
cluding  health  manpower,  manage¬ 
ment  personnel,  and  fimds  for  capital 
and  operating  needs)  for  the  prov'  ion 
of  the  services  reviewed  and  the  avail¬ 
ability  of  alternative  uses  of  such  re¬ 
sources  for  the  provision  of  other 
health  services. 

(7)  The  special  needs  and  circum¬ 
stances  of  those  entities  which  provide 
a  substantial  portion  of  their  services 
or  resources  or  both,  to  individuals  not 
residing  in  the  health  service  areas  in 
which  the  entities  are  located  or  in  ad¬ 
jacent  health  service  areas.  Such  enti¬ 
ties  may  include  medical  and  other 
health  professions  schools,  multidisci- 
linary  clinics,  and  specialty  centers. 

(8)  The  special  needs  and  circum¬ 
stances  of  health  maintenance  organi¬ 
zations  for  which  assistance  is  pro¬ 
vided  under  title  XIII  of  the  act.  In 
the  case  of  an  institution-specific 
review  of  a  health  maintenance  orga¬ 
nization,  such  needs  and  circum¬ 
stances  shall  be  limited  to; 

(i)  The  needs  of  enrolled  members 
and  reasonably  anticipated  new  mem¬ 
bers  of  the  health  maintenance  orga¬ 
nization  for  the  existing  institutional 
health  services  provided  by  the  organi¬ 
zation. 

(ii)  The  availability  of  the  health 
services  from  nonhealth  maintenance 
organization  providers  in  a  reasonable 
and  cost-effective  manner  which  is 
consistent  with  the  basic  method  of 
operation  of  the  health  maintenance 
organization.  In  assessing  the  avail¬ 
ability  of  these  health  services  from 
nonhealth  maintenance  organization 
providers,  the  State  agency  shall  con¬ 
sider  only  whether  the  services  from 
these  providers: 

(A)  Are  available  under  a  contract  of 
at  least  5  years  duration  with  a  non¬ 
health  maintenance  organization  pro¬ 
vider, 

(B)  Are  available  and  conveniently 
accessible  through  physicians  and 
other  health  professionals  associated 
with  the  health  maintenance  organiza¬ 
tion.  (For  example— Whether  physi¬ 
cians  associated  with  the  health  main¬ 
tenance  organization  have  full  staff 


privileges  at  a  nonhealth  maintenance 
organization  hospital); 

(C)  Cost  no  more  than  when  the  ser¬ 
vices  are  provided  by  the  health  main¬ 
tenance  organization;  and 

(D)  Are  available  in  a  manner  which 
is  administratively  feasible  to  the 
health  maintenance  organization. 

(iii)  Any  other  factors  which  the 
State  agency  may  propose  and  the 
Secretary  may,  in  accordance  with 
paragraph  (c)  of  this  section,  find  to 
be  consistent  with  the  purpose  of  title 
XIII  of  the  act. 

(9)  The  specials  needs  and  circum¬ 
stances  of  biomedical  and  behavorial 
research  projects  which  are  designed 
to  meet  a  national  need  and  for  which 
local  conditions  offer  special  advan¬ 
tages. 

(10)  The  contribution  of  the  institu¬ 
tional  health  service  in  meeting  the 
health  related  needs  of  minorities, 
women,  and  handicapped  individuals 
residing  in  the  health  service  area  in 
which  the  service  is  provided. 

(b)  Criteria  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the  type 
of  health  service  being  reviewed  and 
the  purpose  of  the  review.  Further¬ 
more,  the  criteria  used  in  the  review  of 
a  particular  service  need  not  address 
all  six  of  the  characteristics  of  appro¬ 
priateness  (availability,  accessibility, 
acceptability,  continuity,  cost,  and 
quality). 

(c)  Where  a  State  agency  proposes 
under  paragraph  (a)(8)(iii)  of  this  sec¬ 
tion  that  it  be  permitted  to  base  insti¬ 
tution-specific  reviews  of  health  main¬ 
tenance  organizations  on  criteria 
which  consider  factors  not  set  forth  in 
paragraph  (aK8)  of  this  section,  it 
shall  do  so  in  a  written  request  to  the 
Secretary,  specifying  the  reasons  for 
the  proposal.  The  Secretary  will  ap¬ 
prove  the  request  if  he  finds  the  addi¬ 
tional  factors  to  be  consistent  with  the 
purpose  of  title  XIII  of  the  act.  Unless 
the  Secretary  has  approved  the  addi¬ 
tional  factors,  the  State  agency  shall 
base  its  review  solely  on  the  factors  set 
forth  in  paragraph  (a)(8)  of  this  sec¬ 
tion. 


§  123.608  Required  findings. 

(a)  A  State  agency  shall,  in  accord¬ 
ance  with  the  requirements  of  this 
subpart,  make  findings  with  respect  to 
the  appropriateness  of  existing  institu¬ 
tional  health  services. 

(b)  A  State  agency  may  not  make  a 
finding  that  an  existing  institutional 
health  service  is  inappropriate  unless 
it  has  stated  in  writing  that  the  service 
has  not  met  one  or  more  of  the  estab¬ 
lished  criteria  of  the  State  agency  and 


the  ways  in  which  the  service  failed  to 
meet  the  criteria,  including  any  that 
are  beyond  the  control  of  the 
person(s)  providing  that  service. 

(c)  A  State  agency,  is  an  institution- 
specific  review,  may  not  make  a  find¬ 
ing  that  an  existing  institutional 
health  service  provided  by  or  through 
a  health  maintenance  organization  is 
inappropriate  soley  because  there  is  a 
health  maintenance  organization  of 
the  same  type,  as  specified  in  section 
1310(b)  of  the  act,  in  the  same  health 
service  area,  or  solely  because  the  ser¬ 
vices  being  reviewed  are  not  discussed 
in  the  applicable  health  systems  plan, 
annual  implementation  plan.  State 
health  plan,  or  State  medical  facilities 
plan. 

(d)  In  the  case  of  an  existing  institu¬ 
tional  health  service  provided  by  or 
through  a  health  maintenance  organi¬ 
zation  for  which  assistance  is  or  may 
be  provided  under  title  XIII  of  the  act, 
a  State  agency  in  an  institution-specif¬ 
ic  review  shall  not  make  a  finding  that 
the  service  is  inappropriate. 

(1)  Unless  the  State  agency  deter¬ 
mines  that  the  service  is; 

(1)  Not  needed  by  the  enrolled  or 
reasonably  anticipated  new  members 
of  the  health  maintenance  organiza¬ 
tion;  or 

(ii)  Available  from  nonhealth  main¬ 
tenance  organization  providers  in  a 
reasonable  and  cost-effective  manner 
which  is  consistent  with  the  basic 
method  of  operation  of  the  health 
maintenance  organization,  in  accord¬ 
ance  with  §  123.607(a)(8Kii),  or 

(2)  Unless  the  State  agency  deter¬ 
mines  that  the  service  is  inappropriate 
under  criteria  based  on  factors  which 
the  Secretary  has  approved  in  accord¬ 
ance  with  §  123.607(c). 

(e)  In  the  case  of  an  institution-spe¬ 
cific  review  of  an  existing  institutional 
health  service  which  is  provided  by  or 
through  a  health  maintenance  organi¬ 
zation  for  which  assistance  is  or  may 
be  provided  under  title  XIII  of  the  act 
and  which  consists  of  (or  includes)  an 
inpatient  health  care  facility,  the 
State  agency  may  make  a  finding  that 
such  service  is  inappropriate  if.  in  ad¬ 
dition  to  making  one  of  the  determina¬ 
tions  set  forth  in  paragraph  (d)  of  this 
section,  it  determines  that  utilization 
of  the  facility  by  members  of  the 
health  maintenance  organization  does 
not  account  for  at  least  75  percent  of 
the  annual  inpatient  days  of  the  facili¬ 
ty. 

(f )  Where  a  State  agency  has  made  a 
finding  that  a  service  is  inappropriate, 
the  State  agency  shall,  at  the  same 
time,  make  recommendations  for  re¬ 
medial  action. 
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